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Message Text 

UNCLASSIFIED 

PAGE 01 HAMBUR 00541 190920Z 

ACTION HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-07 EB-08 COME-OO CIAE-00 
INR-10 NSAE-00 PA-02 /046 W 

075956 200038Z/70 

R 190752Z APR 78 
FM AMCONSUL HAMBURG 
TO SECSTATE WASHDC 4701 
INFO AMEMBASSY BONN 

UNCLAS HAMBURG 541 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, AS, UK, IT, BE, SP, NL, AU 

SUBJECT: FDA ADVISORY - REVISED PRODUCT LABELING (RECALL T-004-8) 

REF: STATE 096631 

AMCONGEN HAMBURG CONTACTED THE FIRM LENNARTZ GMBH 
(FIRM NAME QUOTED IN REF, JOHANN LEONARTZ GMBH IS INCORRECT) 

IN CONNECTION WITH THE RECALL FOR SUBCLAVIAN JUGULAR CATHETER 
SET CATALOGUE NO. 755. THE FIRM STATES THAT IT RECEIVED 
SAMPLES OF THIS PRODUCT ABOUT TWO YEARS AGO FROM DESERET 
PHARMACEUTICAL CO. INC., 450 SOUTH STATE, SANDY, UTAH 84070, 

BUT NEVER PLACED AN ORDER FOR THIS PRODUCT. THE SAMPLES WERE 
DISTRIBUTED BY THE HAMBURG FIRM’S AGENTS, BUT NO RECORD WAS 
KEPT OF WHO RECEIVED THE SAMPLES. 
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Automatic Decaptioning: X 

Capture Date: 01 jan 1994 

Channel Indicators: n/a 

Current Classification: UNCLASSIFIED 

Concepts: LABELING, MEDICAL EQUIPMENT, RECALLS 

Control Number: n/a 

Copy: SINGLE 

Draft Date: 19 apr 1978 

Decaption Date: 01 jan 1960 

Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 

Disposition Case Number: n/a 
Disposition Comment: 

Disposition Date: 01 jan 1960 
Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1978HAMBUR00541 

Document Source: CORE 

Document Unique ID: 00 

Drafter: n/a 

Enclosure: n/a 

Executive Order: N/A 

Errors: N/A 

Expiration: 

Film Number: D7801 68-0456 
Format: TEL 
From: HAMBURG 
Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: Iink1978/newtext/t1 9780441 /aaaabine. tel 

Line Count: 40 
Litigation Code IDs: 

Litigation Codes: 

Litigation History: 

Locator: TEXT ON-LINE, ON MICROFILM 

Message ID: 31908bab-c288-dd11-92da-001cc4696bcc 

Office: ACTION HEW 

Original Classification: UNCLASSIFIED 

Original Handling Restrictions: n/a 

Original Previous Classification: n/a 

Original Previous Handling Restrictions: n/a 

Page Count: 1 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
Reference: 78 STATE 96631 
Retention: 0 

Review Action: RELEASED, APPROVED 
Review Content Flags: 

Review Date: 29 mar 2005 
Review Event: 

Review Exemptions: n/a 
Review Media Identifier: 

Review Release Date: N/A 
Review Release Event: n/a 
Review Transfer Date: 

Review Withdrawn Fields: n/a 
SAS ID: 2922681 
Secure: OPEN 
Status: NATIVE 

Subject: FDA ADVISORY - REVISED PRODUCT LABELING (RECALL T-004-8) 

TAGS: OGEN, ETRD, EIND, TBIO, AS, UK, IT, BE, SP, NL, AU, US 
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